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Hitachi Aloka Medical, Ltd.. Model: Prosound F75 with Expanded lndications-- .. . 510(K)

_ SlO(k) Summary of Sal‘ety and El‘fectlveness .
Ny Prepar_ed lrl_accordarl_ce with 21 CFR Part 807.92 ‘ _ J AN 1 8 20'3

Section a):

. Submitter’s contact name, address, telephone/fax number

Angela Van Arsdale
RA/QA Manager ‘
Hitachi Aloka Medical, Ltd.,
10 Fairfield Boulevard
Wallingford, CT 06492
- Tel: (203)269-5088 Ext. 346
" Fax: 203-269-6075

Date Prepared: 12/10/2012
2. Device Name: Prosound F 75 Diagnostic Ultrasound Syétem T
90 IYN - Ultrasonic Pulsed Doppler Imaging System . 21.CFR 892.1550
90 ITX - Transducer Ultrasonic, Diagnostic - .-~ 21 CFR.892.1570 _ SRR
90 IYO Ultrasonic Pulsed Echo Imaging System ------- : 21 CFR'892. 1560 o EPHE

3. Substantiaily Equivalent Devices: -
h Aloka Prosound F75 Diagnostic Ultrasound System (K] 10207), for system & probes

" Aloka SSD-5000 V 5.0 Ultrasound System, (K033311), for expanded indications.
Aloka S8D-5500 V6.0 Dlagnostlc Ultrasound System (K032875), for expanded mdlcat:ons

4 Device Description:
The Prosound F75, formerly named Aloka Prosound F75, Diagnostic Ultrasound System is a
full feature imaging and analysis system. It consist of a mobile console that provides
acquisition, processing and display capability. The user interface includes a computer type
keyboard, specialized controls and a display. The changes made to the Prosound F75 are the
expanded indications: Adult/ Pediatric Cardiac- TEE Neonatal/Pedlatrlc Cardiac, Intra-

5. Indlcatlons for Use: : - ‘
. " The.device is intended for use by a qualift ied physncnan for ultrasound evaluation of Fetal
Abdominal; Intra-operative; Intra-operative (Neurosurgery) ‘Pediatric; Small Organ;
Neonatal Cephalic; Trans-rectal; Trans-vaginal; TEE (non-cardiac); Muscuio-skeletal;
Cardiac Adult; Cardiac, Adult -TEE; Cardiac - Neonatal; -Cardiac - Pediatric; Cardiac
_______ Pediatric, TEE; Peripheral Vascular; and Qynecologlcal applications. The device is not
indicated for Ophthalmic apphcatlons : '
6..Comparison w/ Predicate Device: : SRR Co :
The Prosound F75 with expanded indications is techmcally comparable and substantially
equivalent to the current Aloka Prosound F75 (K1 10207) and to the above mentioned-
_predicates. They are Track 3 systems that employ the same fundamental and scientific
technology.




Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S10(K)

516(k) Summary of Safety and Effectiveness
Prepared in accordance with 21 CFR Part 807.92

Section b):

1.

Non-clinical Tests:

No new hazards were identified with the addition of the added Indications. The clinical safety and
effectiveness of the system and transducers have been identified in the previous Aloka Prosound F75
submission (K110207), with the above predicates as well as this submission. The clinical safety and
effectiveness of the added indications are well accepted for use with ultrasound systems including the
predicate device, Aloka Prosound F75 (K110207).

The device and its transducers have been evaluated for acoustic output, biocompatibility, cleaning &
disinfection effectiveness, electromagnetic compatibility, as well as electrical and mechanical safety, -
and have been found to conform with applicable medical device safety standards.

2. Clinical Tests: None Required.

3 Conclusion:

The Hitachi-Aloka Medical, Ltd.’s Prosound F75 with expanded indications is substantially
equivalent in safety and effectiveness to the predicates identified above;

» The predicate device(s) and the Prosound F75 with expanded indications are indicated for
diagnostic ultrasound imaging and fluid flow analysis, -

¢ The predicate device(s) and the Prosound F75 with expanded indications have the same
gray scale and Doppler capabilities,

¢ The predicate device(s) and the Prosound F75 with expanded indications use essentially
the same technologies for imaging, Doppler functions and signal processing,

e The predicate device(s) and the Prosound F75 with expanded indications have acoustic
output levels below the Track 3 FDA limits,

¢ The predicate device(s) and the Prosound F75 with expanded indications are
manufactured under equivalent quality and manufacturing systems,

» The predicate device(s) and the Prosound F75 with expanded indications are
manufactured of materials equivalent bio safety. The materials have been evaluated and
found to be safe for this application,

¢ The predicate device(s) and the Prosound F75 with expanded indications are designed and
manufactured to the same electrical and physical safety standards.

Note: The Hitachi-Aloka Medical, Ltd. Ultra-Sound System naming convention for this device can be
identified as Aloka Prosound F75 or Prosound F73; both trade names reference the same device.
The trade name, Aloka Prosound F75, listed within K110207 was modified to Prosound F75 prior to -
this premarket 510(K} submission and may be identified as “Prosound F75, formerly named Aloka
Prosound F75” within the text of this submission. All the device instruction and operator manuals,
advertisement and promotional materials, and labeling will identify the device as Prosound F75.
The naming convention change is simply a marketing decision and not indicative of a separate device
or any design modifications other than the modifications described with the body of this submission.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Center — WQ66-G609
Silver Spring, MD 20993-002

- January 18, 2013
Hitachi Aloka Medical, Ltd.
c/o Ms. Angela Van Arsdale
RA/QA Manager

10 Fairfield Blvd.
WALLINGFORD CT 06492

Re: K123828
Trade/Device Name: Prosound F75
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, ITX, and IYO
Dated: December 10, 2012
Received: Decem‘cggr 12,2012

Dear Ms. Arsdale:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The

. general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the Prosound F75 and the following
transducers intended for use with the Prosound F75 Ultrasonic pulsed Dopp]er Imaging System,

as described in your premarket notification:
Transducer Model Number

UST-567 UST-5293-5 UST-9130 UST-52114P
UST-675P UST-5411 UST-9132T& T - UST-521198
UST-677P UST-5415 UST-9133 UST-521218

UST-678 UST-5417 UST-9135P UST-52124
ASU-1010 UST-5419. UST-91461 & T GF-UE160 ALS
ASU-1012 UST-5713T UST-9147 GF-UCT180
ASU-1013 UST-9115-5 UST-52105 BE-UCI180F

UST-2265-2 UST-9118 - UST-521108 TGF-UC180

UST-2266-5 UST-9120 UST-521208



Page 2—Ms. Arsdale

If your device is classified (see above) into either class I (Special Controls) or class IT1I (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessyCDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http.//www.fda.gov/Medical Devices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor Y ou/Industry/default htm.

Sincerely yours,

Sean M. Boyd -S _

Janine Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

Enclosure



Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S510(K)

Indications for Use

510(K) Number (if known):
Device Name: Prosound F75

Indications For Use;

The device is intended for use by a qualified physician for ultrasound
evaluation of Fetal; Abdominal; Intra-operative; Intra-operative
(Neurosurgery); Pediatric; - Small Organ; Neonatal Cephalic; Trans-rectal;
Trans-vaginal, TEE (non-cardiac); Musculo-skeletal; Cardiac Adult;
Cardiac, Adult —TEE; Cardiac - Neonatal; Cardiac - Pediatric; Cardiac
Pediatric, TEE; Peripheral Vascular; and Gynecological applications:
The device is not indicated for Ophthalmic applications.

Prescription Use___ v AND/OR Over-The Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED) '

Concurrence of CORH, Office of Device Evaluation

Sean M. Boyd -S

(Divislon Sign Off)
Division of Radiological Heath ‘
OMos of in Vitro and Radiological Health

JOROD \

5100

Page 1 of 1
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75

S1(K)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific Color Combined Other
g;;;‘;" 1 (Tracks 1 & 3) B M | PWD | CWD |, oler | (Specify) | (Specify)
Ophthalmic Ophthalmic
Fetal P P P P Note 1
Abdominal P P P P Note 1
Intra-operative (Specify)* P P P P Note 1
Intra-operative (Neurosurgery) N N N N Note 1
Laparoscopic
Pediatric N N N N
Small Organ (Specify)* P P P N P Note 1,2
frf]taagling & Neonatal Cephalic P P P P Note 1
Other Adult Cephalic
Trans-rectal P P P P Note 1
Trans-vaginal P P P P Note 1
TEE (non cardiac) N N N N Note 1
Muscule-skeletal (Convent.) P P P P Note 1
Musculo-skeletal (Superficial)
Intravascular
Intra-luminal
Cardiac, Adult P P P P P Note 1,2
Cardiac Adult, TEE N N N N N Note 1,2
Cardiac- Neonatal N N N N N Note 1,2
Cardiac Cardiac- Pediatric N N N N N Note 1,2
Cardiac Pediatric, TEE N N N N N Note 1,2
Intravascular (Cardiac)
Other (Specify)
Peripheral Peripherai Vascular P P P N P Note 1,2
Vessel Other:_Gynecological p F P P Note |

N = new indication; P= previously cleared by FDA-(K110207); E=added under Appendix E
Combination of each operating mode includes: Note |;: B/M, B/PWD, M/CD, B/CDVPWD Note 2: B/CWD, B/CD/CWD
Note 3: Specification for “Other” Airways, Tracheobronchial tree, Gastrointestinal Tract and Surrounding Organs

*Applications: Small Parts — (breast, testes, & thyroid...), Intra-operative — (liver, pancreas, gall bladder...)

Other:

(PLEASE DO NQT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE |F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean MRyl o

Division of Radiological Health
Offios of In Vitro Diagnostics and Radiological Health

5100 }/)/:75896/

;
|
|
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-567

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application : Mode of Operation
General Specific B M| PWD | CWD Color Corpbined Other
(Track 1 Only) (Tracks 1 & 3) Doppler (Specify) {Specify)
Ophthalmic - Ophthalmic
Fetal
Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric
Fetal Imaging Small Organ (Specify)* P P lid P See note !
& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE {non-Cardiac)

Musculo-skeletal {Convent.) P P P - P See note |

Musculo-skeletal
(Superficial)

Intravascular

Intra-Juminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other (Specify)
Peripheral Peripheral Vascular : P P P P See note |
Vessel Other: Gynecological

P= previously cleared by FDA-(K110207)
Combination of each operating mode includes: Note 1: B/M, BfPWD M/CD, B/CD/PWD  Note 2: B/ICWD, B/CD/ICWD
*Applications: Small Parts — (breast, testes, & thyroid...), lntra-uperntwe (liver, pancreas, gall bladder...)

Other: ]
(PLEASE DO NGT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of Device Evaluation {ODE)
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -5
(Division Sign Off
Division of Radiological Health
Qffice of In Vitro Utagnostics and Radiological Health

oo A/DACIT
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications S1K{K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Proscund F75
Transducer: UST-675P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General Specific B
(Track 1 Only) {Tracks 1 & 3}

M

PWD

CWD Color Combined
Doppler (Specify)

Other
(Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify)

& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal P

P See note 1

Trans-vaginal P

P Seenote |

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other {Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

P= previously cleared by FDA- (K110207)

Combination of each eperating mode includes: Note 1 B/M, B/PWD, M/CD, B/ICD/PWD  Note 2: BICWD, B/CD/CWD

Other:

PLEASE DO NOT WRITE BELOW THIS LINE-~ CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
Division Sign Off)

Division of Radiological Health

Ortice: 01 tn Vitro Diagnostics and Radiological Heglith

110y ')
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-677P

Intended Use: Diagnostic ultrasound imaging or finid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{Track 1 Only)

Specific
(Tracks 1 & 3) -

B

M

PWD

CWD Color
Doppler

Combinéd
(Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE {non-Cardiac)

Musculo-skeletal (Convent.)

Musculoe-skeletal
(Superficial)

Intravascular

Intra-fuminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other:_Gynecological

=added under Appendix E

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: BICWD, B/CD/CWD

Other:

{PLEASE DG NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Erescription Use (Per 21 CFR 801.109)

Sean '\QM%%X"% -S

Division of Radiological Health |
Othes ul in Vitro Diagnostics and Radiological Health ‘

NN V%1

1
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-678

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

Generzl
{(Track 1 Only)

Specific
(Tracks 1 & 3}

B M PWD

CWD Color
Doppler

Combined
(Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

. Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other; Gynecological

E~added under Appendix E

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: B/CWD, B/CD/CWD

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANQTHER FAGE IF NEEDED)

Other:

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S

{Division Sign Off)
Mwasion of Radiclogical Health

LMhce of In vitro Uiagnostics and Radiclogical Haalth l

o 122825

|
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: ASU-1010

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application : Mode of Operation
General Specific ' B iy | PWD Cwb Color - Combined | Other
{Track 1 Only} {Tracks 1 & 3) ] Doppler {Specify}) (Specify)
Ophthalmic Ophthalmic .
Fetal P P P ) P Note 1
Abdominal P P P P Note ]

Intra-operative {Specify)

Intra-operative (Neuro}

Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify)

& Other Necnatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal {Convent.)

Musculo-skeletal
(Superficial)

Intravascular -

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other {Specify)

Peripherat Peripheral Vascular

Vessel Other: Gynecological P[- P P _ P Note 1

P= previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1 B/M, B/PWD, M/CD, B/ICD/PWD  Note 2: B/JCWD, B/CD/CWD

Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Cencurrence of CDRH, Office of Device Evaluation (ODE})
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(Division Sign Off
Diwvsion of Radiological Heaith

Otfice of In vitru Diagnostice and Radicloglica) Health

SV Ké?’%éf@g




Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

S10(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: ASU-1012

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
(Tracks 1 & 3)

B

M

PWD

CWD

Color
Doppler

Combined
{Specify)

Other
{Specify

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative {Specify)

" Intra-operative {Neuro)

Laparoscopic

Pediatric

Small Organ {Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other {Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E

E

E

E=added under Appendix E

Combination of each operating mode inctudes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: BICWD, B/CD/CWD

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
" Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -5
{Division Sign Off
Division of Radiological Health

Oftice o1 Iy vitro Diagnostics and Racticlogical Health

o LRG0
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: ASU-1013

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
{(Tracks 1 & 3)

B

M PWD | CWD

Combined
(Specify)

Color
Doppler

Other
(Specify)

(Ophthalmic

Ophthalmic

Fetal Imagﬁng
& Other

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

intra-luminal

Cardiac

Cardiac Adult

Cardiac Aduit, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

" Intravascular {Cardiac)

QOther (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E=added under Appendix E
Combination of each operating mode includes: Note 1 B/M, B/PWD, M/CD, B/CI¥PWD Note 2: B/CWD, B/CD/CWD

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use {Per 21 CFR 801.109)

Sean M. Boyd -S

Division of Hadiological Heatth

(Division Sign Off)

Office of In vitro Liagriostics and Ractiological Hﬂl l

51U(HJ_A,%M
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Model: Proscund F75 with Expanded Indications

S1KK)

Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-2265-2

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
{Tracks 1 & 3)

B M PWD

CWD

Color
Doppler

Combined
(Specify)

. Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ {Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (nen-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superticial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other :Gynecological

N = new indication; P= previously cleared by FDA- (K110207)

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, BICD/PWD Note 2: BICWD, B/CD/CWD

Cther:

(PLEASE DQ NQT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR £01.10

Sean
{Division Sign Off)

Division of Hadiclogical Health
Office ot tn vitru Liagnostics and Radiclogical Heelth

510{1(;,2{/_52351_67____.

M. Boyd S
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

S10(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-2266-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as Tollows:

Clinical Application

Mode of Operation

General
(Track 1
Only)

Specific
(Tracks 1 & 3)

B

.M PWD

CWD

Color
Doppler

Combined
(Specify)

Other
{Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other-

Fetal

Abdominal

Intra-operative {Specify)

Intra-operative {(Neuro)

Laparoscopic

Pediatric

Small Organ {Specify)

Neonatal Cephalic

Adult Cephalic

-Trans-rectal

Trans-vaginal

Trans-urethral

TEE {non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal (Superficial)

intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardia¢c Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other :Gynecological

P= previously cleared by FDA- (K110207)

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: B/CWD, B/CH/ICWD

Other :

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prcscnpuon Use (Per 21 CFR 801 d09)

Sean

{Divigion Sign Off)

Division ot Radiclogical Health
Office ot In Vitro Diagnostics ang Radiological Hegith

son_ 4123328
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications ' S16(K)

DIAGNOSTIC ULTRASOUND INDIEATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5293-5

Intended Use: Diagnostic ultrasound imaging or flueid flow analysis of the human body as follows:

Clinical Application Moade of Operation
General Specific B M PWD CWD Color Combined | Other
(Track 1 Only) (Tracks 1 & 3) Doppler (Specify) | (Specify)
Ophthaimic Ophthalmic - :
Fetal
Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric
Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-fuminal

Cardiac Adult P P P P P Note I, 2
. Cardiac Adult, TEE N N N N N Note 1, 2
Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)
Peripheral Peripheral Vascular
Vessel Other:_Gynecological

N = new indication; P = previously cleared by FDA -(K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: BICWD, B/CD/CWD
Other: .
PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801. l()g )

Sean M. Boyd -
{Division SﬁgnOﬂ)

Diviston of Radiological Health
*JMCe o1 In Vitru Liagnostics and Radiological Health

awth__ﬁLQ:j)mg/ ‘
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Hitachi Aloka Medical, Ltd, Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5411

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General - Specific B M PWD CWD Color Combined | Other
(Track 1 Only) (Tracks 1 & 3) . Doppler .(Specify) | (Specify)
Ophthalmic Ophthalmic
Fetal
Abdominal

Intra-operative {Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric
Fetal Imaging Small Organ {Specify}* P P P P Note 1
& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.) P P P P Note |

Musculo-skeletal -
{Superficial}

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)}
Peripheral Peripheral Vasculay P P P P Note |
Vessel Other :Gyneco]ﬂgical

N = new indication; P= previcusly cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: B/CWD, B/CD/CWD

*Applications: Small Parts: {breast, testes, & thyroid...)

Other: .
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE [IF NEEDED)

Concurence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(Division Sign Off)
Diviston of Radiological Health
Oftice ot in Vitro Diagnostics and Radiological Health

510@% INEYY )




Hitachi Aloka Medical, Ltd. Model; Prosound F’J.'S with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5415

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M PWD | CWD Color Combined | Other
{Track 1 Only) (Tracks 1 & 3) Doppler {Specify) (Specify)
Ophthalmic Ophthalmic
Fetal
Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric .
Fetal Imaging Small Organ (Specify)* P P p P Note !
& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.) P P P P Note 1

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify) .
Peripheral Peripheral Vascular P P p i Note |
Vessel Other: Gynecological

P= previously cleared by FDA- (K110207) ]
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: B/CWD, B/CD/ICWD
*Applications: Small Parts — (breast, testes, & thyroid...), Intra-operative — (liver, pancreas, gall bladder...) '

Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE}

Prescription Use (Per 21 CER 801.108)
Sean M. Boyd -S
{Division Sign Off)
Division of Radiological Heaith
Office of In Vitro Diagnostics and Radiological Heatth

51o_(mj(/ Y3525~
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications’

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5417

Intended Use: Diagnostic ultrasound imaging or ftuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific_
(Tracks i & 3)

B M PWD

CWD

Color
Doppler

Combined
(Specify)

Other
(Specify)

Ophthalmic

Ophthaimic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ {Specify)*

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac})

Musculo-skeletal (Convent.}

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E=added under Appendix E

Combination of each operating mode incledes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: B/CWD, B/CD/ICWD

*Applications: Small Parts — (breast, testes, & thyroid...), Intra-operative — (liver, pancreas, gall bladder...)

Other:

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Office of in Vitro Diagnostics and Radiological Health

Sean M. Boyd -5

(Division Sign Off)
Division of Radiological Health

sionn /D385

PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5419

Intended Use: Diagnostic ultrasound imaging or fluid flow anal);sis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
" (Tracks 1 & 3)

B M PWD

CWD

Color
Doppler

Combined
(Specify)

Other
{Specify)

Ophthalmic

Ophthalmic

|} Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

" Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-fuminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E=added under Appendix E

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: B/CWD, B/CD/CWD

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -5
 (Division Sign Oy

Division of Radiological Heetth
Office of In itro Diagnostics and Radiologles Health

51004 //(/2352’2{
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Hitachi Aloka Medical, Ltd.

: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-5713T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{Track 1 Only)

Specific
(Tracks 1 & 3)

B M PWD

CWD

Color
Doppler

Combined
{Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

- Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Smali Organ {Specify}

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E=added under Appendix E

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: BICWD, B/CD/CWD

Other:

{PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concorrence of CDRH, Office of Device Evaluation (ODE)

Prescnptlon Use

Sean

{Division Sign Off)

Per "I CFR 801. 109)

_ Oiﬁceoﬂn\ﬂtml)iagnosﬁcswmdm: cal

51004._44/__423 I285
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

S10(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9115-5

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
(Tracks 1 & 3)

B M PWD

Combined
{Specify)

CwWD Color

Doppler

Other
(Specify) -

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Inira-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other:_Gynecological

E E E

E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: BICWD, B/CDICWD

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 80 309) S

ean M. Boy
(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostics and Radiological Health
som_ K 123T0 ¥
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" Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9118

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application . Maode of Qperation
General Specific _ B M PWD CWD Color Combined | Other
{Track 1 Only) (Tracks 1 & 3) Doppler " (Specify) {Specify)
Ophthalmic Ophthalmic
Fetal P P P P Note }
Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify)

& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal p P P P Note 1

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

QOther (Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological P P P P Note |

P= previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2 B/ICWD, B/CD/CWD

Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use {Per 21 CFR 801.109)

Sean M. Boyd -S
(DMSiOnStgnom

Division of Radtological Heatth
Ofica of n Vito Diegnostios and Rectologica 1

won A725597
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Hitachi Aloka Medical, Ltd.

510(K)

Model: Prosound F75 with Expanded Indications

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9120

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{Track 1 Only)

Specific
(Tracks 1 & 3)

B M

PWD

CwD

Color
Doppler

i Combined

(Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Smail Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE {non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superticial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E=added under Appendix E
Combination of each operating mode includes: Note §: B/M, B/PWD, M/CD, B/CD/PWD Note 2: BICWD, B/CD/CWD

{PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurence of CDRH, Office of Device Evaluation (QDE)

Other:

Prescription Use (Per 21 CFR 801,109)

Sean M. Boyd -5

{Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

51000_2{/@'234?{2!
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DPIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9130

Intended Use: Diagnostic uttrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M PWD CWD | Color Combined | Other
(Track 1 Only) (Tracks I & 3) Doppler - (Specify) {Specify)
Ophthalmic Ophthalmic
Fetal P P P P Note |
Abdominal P P P ) P Note |

Intra-operative (Specify)

Intra-operative (Neurg})

Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify)

& Other Neonatal Cephalic

Adult Cephalic

“Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)
Peripheral Peripheral Vascular
Vessel Other:_Gynecological P P P P Note 1

N = new indication; P= previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note [: B/M, B/PWD, M/CD, B/CD/PWD Note 2: BICWD, B/ICD/ICWD
Other: . .
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S
(DMslonSIgnoff)

Division of Radiologlcai Heath

Vito Diagnostics and Radiologiea) Heith

5_100044,//&?%)5’

Ofﬁoéofln
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Hitachi Aloka Medical, Litd. " Model: Prosound F75 with iixpanded Indications ' S10{K)}

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-91321& T

Intended Use: Diagnostic ultrascurd imaging or fluid flow analysis of the human body as follows:

Clinical Application . . Mode of Operation

General Specific B M PWD CWD Color Combined
(Track 1 Only) (Tracks 1 & 3) ' Doppler (Specify)

Other
(Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operative {Specify} E E E

Intra-operative {(Neuro)

Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify)

& Other Neonatal Cephalic

Adult Cephalic

. Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.}

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)
Peripheral Peripheral Vascular
Vessel Other: Gynccological

E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: B/CWD, B/[CD/CWD

Other:
{PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per?l CFR 801. IOS%

Sean M. B
(DMslonSlgnOﬂ‘)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

5100 J’)/ /23 go?g/
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Hitachi Aloka Medical, Lid. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

. System: Proscund F75
Transducer: UST-9133

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Qperation
General Specific B M PWD | CWD Color Combined | Other
(Track 1 Only) {Tracks 1 & 3) Doppler {Specify) {Specify)
Ophthalmic Ophthalmic i
Fetal
Abdominal
Intra-operative {Specify)* P P P ‘ P Note |

Intra-operative (Neuro)

Laparoscopic

Pediatric

Fetal Imaging Small Organ (Specify)

& Other Neonata} Cephalic P P P P Note 1

Adult Cephalic

Teans-rectal

Trans-vaginal .

Traris-urethral

TEE (non-Cardiac}

Musculo-skeletal {Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminat

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other {Specify)
Peripheral Peripheral Vascular
Vessel Other:_Gynecological

P= Previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: B/CWD, B/CD/CWD
*Applications: Intra-operative — {liver, pancreas, gall bladder...}
Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) :
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -5
(Division Sign Off
Office of In Vtro Diagnostica and Raciological Health

S104. _/«r’/ofﬂzggg/ |
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Hitachi Aloka Medicai, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9135P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
(Tracks 1 & 3)

B

M

PWD

CWD Color
Doppler

Combined
(Specify)

Other
{Specify)

Ophthalmic

Ophthailmic

Fetal Imaging A
& Other

Fetal

Abdominal

Intra-operative (Specify).

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE {non-Cardiac)

‘Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial}

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

E=added under Appendix E

Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: B/ICWD, B/CD/CWD

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE}

Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -S

{Division Sign Off

Division of Radiological Health
Office of in Vitro Diagnostics and Radiclogica! Health

5100¢ /4//5335?5/
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer; UST-9146 I&T

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application - Mode of Operation

General Specific B M PWD | CWD Color Combined
(Track 1 Only) {Tracks 1 & 3) . Doppler (Specify)

Other
(Specif

Ophthalmic Ophthalmic
" Fetal

Abdominal

Intra-operative (Specify) P P P P Note |

Intra-operative (Neuro)

Laparoscopic

Pediatric
Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal {Convent.)

Musculo-skeletal
" (Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac})

Other (Specify)
Peripheral Peripheral Vascular
Vessel Other: Gynecological

P= previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD . Note 2: B/CWD, B/CD/CWD

Other: o i
(PLEASE DQ NOT WRITE BELOW THIS LINE-L CONTINUE ON ANOTHER PAGE JF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 8(1.109)

Sean M. Boyd -S
(Division Sign Off)
Division of Radiological Health
Offica of In Vitro Diagnostics and Ractiological Health

510{K) .’{/07334‘5"? ' \
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-9147

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Maode of Operation

General
{Track 1 Only)

Specific
(Tracks 1 & 3)

B

M

PWD

CWD

Combined
(Specify)

Color
Doppler

Other
(Specify)

Ophthalmic

Ophthaimic

Fetal Imaging
& Other

Fetal

g

o

P Note 1

Abdominal

P Note 1

Intra-operative {Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Qrgan (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

" Musculo-skeletal

(Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac) .

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

. Other: Gynecological

P

P

P

P Note 1

P= previously clearced by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: B/CWD, B/CD/CWD

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE)

Prescription Use {(Per 21 CFR 801.109)

Sean M. Boyd -5

{ivision Sign Off)
Divigion'of Radiological Heajth
Jtfice ot In vitro isgnostics and Radiologiea! Heglth

510(M~£’QZEEQL |

+
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52105

Intended Use: Biagnostic ultrasound imaging or fluid ﬂow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{Track 1 Only)

Specific
(Tracks 1 & 3)

B

M

PWD

CWD

Color
Doppler

Combined
(Specify)

Other
{Specify)

Ophthalmic

Ophthalmic

Fetal
Imaging &
Other

Fetal

Abdominal

Intra-operative (Specify) -

Intra-operative (Neure)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial}

Intravascular

Intra-luminal

_ Cardiac Adult P p P P P Note 1 & 2

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac}

Other (Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

P= previously cleared by FDA- (K110207}
Combination of each operating mode includes: Note 1: BfM B/PWD, M/CD, B/CD/PWD  Note 2: BICWD, B/CD/CWD
Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE [F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE) '
Prescnpl:on Use (Per 21 CFR 801, 109)

Sean M. Boyd -

(Divsion Sign Of)
Division of Radiclogicat Heelth
Office of In Vitro Diagnostics and Radiologioal Halth

5100¢ / ‘14073:3; 95—/
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

S10(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-521108

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track I Only)

Specific
(Tracks 1 & 3)

B M PWD

CWD

Color
Doppler

Combined
{Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Intra-operative (Specity)

Intra-operative {(Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neconatal Cephalic

Adult Cephalic

Trans-rectal .

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

_Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

N = new indication
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CB, B/CD/PWD  Note

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Other:

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.1

Sean M. Boy(g -S

Office of In Vitro Diagnostics and Radiologieal Health

(Division Sign Off)
Pivision of Radiological Health

son_A/2 3598

2: B/ICWD, B/CD/CWD
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-521208

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Qperation
General Specific B M PWD | CWD Color Combined | Other
(Track 1 Only) (Tracks 1 & 3) Doppler (Specify) (Specif;
Ophthalmic Ophthalmic
Fetal
Abdominal

Intra-operative {Specify)

Intra-operative (Neuro})

Laparoscopic

Pediatric
Fetalllmaging Small Organ (Specify)
& Other Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

(o]
3]
(23]

Cardiac Cardiac- Neonatal : E E Note 1 &2

Cardiac Pediatric E E E E E Note | & 2

Intravascular {Cardiac)

Other {Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

N = pew indication ]
Combination of each operating mode inclades: Note 1; B/M, B/PWD, M/CD, B/CD/FWD Note 2: B/ICWD, B/CD/CWD
Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 88.1 09§

SeansMsB ey
Divsinn of Radiotogical Health
hex: On e Vitre thagnostics and Radiological Health

Vgl /{/cg 36:‘:98/
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52114P

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific B M | PWD | CWD | Color Combined | Other
(Track 1 Only) (Tracks 1 & 3) Doppler {Specify) (Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative N N N
{Neurosurgery)

Laparoscopic

Fetal Imaging Pediatric

& Other : Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal {Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal
Cardiac Pediatric, TEE
Intravascular (Cardiac)
Other (Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

N = new indication
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD  Note 2: BICWD, B/CD/CWD
Other: '
PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 2 CFR 801109

ean M. Boyd -S

(Dwislon Sign Off)
Division of Radiological Health
Ofﬁceofmvmo'DiagnosﬁcsandWl-mm

510() ////02_35';9 o
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE. FORM

System: Prosound F75
Transducer: UST-521198

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M PWD | CWD Color Combined | Other
(Track 1 Only) {(Tracks 1 & 3) Doppler (Specify) (Specify
‘Ophthalmic Ophthalmic -
Fetal
Abdominal

Intra-operative {Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric
Fetal Imaging Small Organ (Specify)
& Other Neonatal Cephalic
Adult Cephalic
Trans-rectal

-Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
{Superficial)

Intravascular

Intra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE N N N N Note 1,2,3

Intravascular (Cardiac)

Other (Specify)

Peripheral Peripheral Vascular

Vessel QOther:_Gynecological

N = new indication
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, BICD/PWD  Note 2: B/CWD, B/CD/CWD
Note 3: Cardiac, Pediatric cleared by FDA — (K110287)
Other: )
{PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE 1F NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)
Prcscnpllon Use (Per 2t CFR 801 109)

Sean
{Drwision Sign Off 7
Division of Radiological Health
Uffice ot In Vitro Diagnostics and Racdiological Health: -

s AV835F
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-521215

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{Track 1 Only)

Specific
{Tracks 1 & 3)

B -

M

PWD

CWD

Color
Doppler

Combined
(Specify)

Other
{Specify)

Ophthalmic

Ophthalmic

Fetal imaging
& Other

Fetal

Abdominal

Intra-operative (Specify)

Entra-operative’
(Neurosurgery))

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal .

Trans-urethral

TEE {non-Cardiac)

Musculo-skeletal {Convent.)

Musculo-skelctal
(Superficial}

Intravascular

_Intra-luminal

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Note 1,2, 3

Intravascular (Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

N = new indication
Combination of each operating mode includes: Note 1: B/M, B/AWD, M/CD, B/ICD/PWD  Note 2: BICWD, B/CD/ICWD

Note 3: Cardiac, Pediatric cleared by FDA — (K110287)

Other:

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Office of in vitro Diagnostics and Radiclogical Heealth

Sean M. Boyd -S
(Onaision Sign Off)
Division ut Ragiological Health

510(k). ,é//y_gf;gf
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications 510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: UST-52124

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application - Mode of Operation

General Specific B M PWD CWD Color Combined
{Track 1 Only) (Tracks 1 & 3) Doppler (Specify)

Other
{Specify)

Ophthalmi Ophthalmic
c

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Fetal Imaging Small Organ {Specify)

& Other Neonatal Cephalic p P P P P Note 1, 2

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

{ntra-luminal

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal p P P P P Note 1, 2

Cardiac-Pediatric N N N N N Note 1,2

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

N = new indication; P= previously cleared by FDA- (K110207)
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD Note 2: B/CWD, B/CD/ICWD

Other: .
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109})

sean M. Bove,-S
Division of Radiological Health
Office ot In Vitro Dilagnostics and Radiological Health

510(k).. /’{/935’:95?/ i
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Hitachi Aloka Medical, Ltd.

Model: Prosound F75 with Expanded Indications

S1MK)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Prosound F75
Transducer: GF-UE160 ALS

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
{Tracks 1 & 3)

B M PWD

CWD

Cotlor
Doppler

Combined
{Specify)

Other
(Specify)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal

Abdominal

Note |

Intra-operative (Specify)

Note 1

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

‘Trans-vaginal

Trans-urethral

TEE (non-Cardiac)

Note |

Musculo-skeletal (Convent.}

Musculo-skeletal
{Superficial)

Intravascular

Intra-fuminal

Others (Specify) Note 2

Note 1

Cardiac

Cardiac Adult

Cardiac Adult, TEE

Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other (Specify)

Peripheral
Vessel

Peripheral Vascular

Other: Gynecological

N = new indication; P= previously cleared by FDA via K051541; E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD

Specification for “Other” Airways, Trachcobronchiat tree, Gastrointestinal Tract and Surrounding

Other:

Sean

Office of In Vitro Diagnostics and Radiologica! Health

(Division Sign Off)
Diviston of Ragiological Heatth

ston_ L2525

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE [F NEEDED)
" Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

M. Boyd -S

Note 2:
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Qlympus Endoscope for use with Aloka Ultrasound System
Transducer: GF-UCTI180

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Maode of Operation
General Specific ' B M PWD | CWD Color Combined | Other
{Track 1 Only) (Tracks 1 & 3) Doppler (Specify) [ (Specify
Ophthalmic Ophthalmic
Fetal
Abdominal P P P P Note 1

Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric
Fetal lmaging Small Organ (Spf?mfy)
& Other Neonatal Cep.hahc
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac) P P P P Note |

Musculo-skeletal (Convent.)

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Others (Specify) Note 2 P P P P Note 1

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac}

Other (Specify)

Peripheral Peripheral Vascular
Vessel Other:_Gynecological

N = new indication; P= preyiously cleared by FDA K093395; E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD
Note 2: Specification for “Other” Gastrointestinal Tract and Surounding Organs
Other: '
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE. ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE}
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -5

Mivsion Sign Off) ‘
Dneicn: Gf Radiological Heatth |
~IMGs Ui Vit Liagnostics and Radiological Health

210(k) J%&?wy/ \
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded‘lndications S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Qlympus Endoscope for use with Aloka Ultrasound System

Transducer: BF-UC180F

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicatien

Mode of Operation

General Specific
{Track 1 (Tracks 1 & 3)
Only)

B

Doppler {Specify}

M PWD CWD Color Combined

Other
(Specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intra-operative (Specify)

Intra-operative {(Neuro}

Laparoscopic

Pediatric

Small Organ (Specify)

Fetal [maging Neonatal Cephalic

& Other . Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE {non-Cardiac)

Musculo-skeletal (Convent.)

P P P Note 1

Musculo-skeletal
(Superficial)

Intravascular

Intra-luminal

Others (Specify) Note 2

P P P Note 1

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular (Cardiac)

Other (Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

N = new indication; P= previously cleared by FDA K070983; E=added under Appendix E
Combination of each operating mode includes: Note I: B/M, B/PWD, B/CD/PWD;
Note 2: Specification for “Other” Airways, Tracheobronchial tree

Other:

PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Sean M. Boyd -5

{Division Sign Off)

tivision of Radiological Health
Vtfice ot In Vitro Diagnostics and Radiological Health

5104, /4//95)7%/
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Hitachi Aloka Medical, Ltd. Model: Prosound F75 with Expanded Indications S510(K)

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: Olympus Endoscope for use with Aloka Ultrasound System
Transducer: TGF-UC180J

Intended Use: Piagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific B M FWD CWD Color Combined | Other
{Track 1 Only) {Tracks 1 & 3) Doppter (Specify) | (Specify)
Ophthalmic Ophthalmic
Fetal
Abdominal P P p . P Note 1

. Intra-operative (Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify)

Fetal Imaging Neonatal Cephalic

& Other Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

TEE (non-Cardiac) P P P * P Note |

Musculo-skeletal (Convent.)

Musculo-skeletal
_(Superficial)

Intravascular

Intra-luminal

Other (Specify) Note 2 P P p P Note 1

Cardiac Adult

Cardiac Adult, TEE

Cardiac Cardiac- Neonatal

Cardiac Pediatric, TEE

Intravascular {Cardiac)

Other (Specify)

Peripheral Peripheral Vascular

Vessel Other: Gynecological

N = new indication; P= previously cleared by FDA K093395; E=added under Appendix E
Combination of each operating mode includes: Note 1: B/M, B/PWD, M/CD, B/CD/PWD
Note 2: Specification for “Other” Gastrointestinal Tract and Surrounding Organs
Other:
(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109}

Sean M. Boyd -5
¥ ivision Sign Off)
Laviston of R&dobgfcal Health .
Uffice ot in VﬂroDiagnosﬁcsandw“ ;

sw_éfzgs Ry
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